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Sir: 



In accordance with 37 C.F.R. § 1.133 and M.P.E.P. § 713.04, Applicants herein provide 
a summary of the interview between Applicants' representatives and Examiner Steadman on 
March 31, 2005 at the United States Patent and Trademark Office. Applicants generally agree 
with Examiner's statement of the substance of the interview mailed April 6, 2005, and submit the 
following to comply with 37 C.F.R. § 1 .133. 

The claims discussed during the interview were those rejected or objected to in the Office 
Action mailed October 1, 2004. No prior art was discussed during the interview. In general, the 
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amendments discussed were those submitted in the response filed March 1 , 2005 as well as 
certain proposals made by Examiner Steadman. 

The interview summary form indicates that the response filed March 1 , 2005 would 
appear to overcome the outstanding rejections with respect to all claims except claims 12-14, 17, 
and 31. With respect to the independent claims, the Examiner indicated that the remaining 
rejections would be overcome by inserting "cell" or "DNA" before "replication" in the 
independent claims. Applicants point out that the issues raised with respect to claim 31 are very 
different than those raised with respect to claims 12-14, and 17. In this regard, the Examiner 
suggested incorporating the amendment of, e.g., claim 1, into claim 31 during the interview. In 
particular, the Examiner referred to the language "the milk is acidified to a pH lower than milk 
acidified using a wild type parent strain of said purine or thymidine auxotrophic bacterial strain." 
Applicants respectfully submit that it was apparent during the interview that making this 
amendment and inserting "cell" or "DNA" before "replication" in the independent claims would 
overcome the outstanding rejection of claim 31 for the same reason that the rejection of other 
claims, e.g., claim 1, had been overcome. 

With respect to claims 12-14 and 17, the Examiner raised various issues and suggested 
making certain amendments that were not previously made with respect to other claims. The 
Examiner questioned whether "a genetically modified strain" in claim 12 or "bacterial strain" of 
claim 17 is limited to purine/thymidine auxotroph of claim 1 or is meant to refer to another 
bacterial strain. The Examiner also questioned whether claim 17 further limited independent 
claim 1. The Examiner suggested amending claim 12 to limit the recited strain to the auxotroph 
of claim 1 transformed with a plasmid comprising a specific nucleic acid sequence encoding 
ATPase. 

Finally, during the interview, the Examiner stated that a notice of non-compliant 
amendment would be issued with respect to the March 1, 2005 amendment and that the 
amendments proposed during the interview could be made in response to the notice of non- 
compliant amendment. 
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Applicants would once more like to thank Examiner Steadman for the courtesy of an 
interview. No fees are believed to be due in connection with this submission. In the event any 
variance exists between the amount authorized to be charged to the Deposit Account and the 
Patent Office charges for reconsideration of this application, please charge or credit any 
difference to the undersigned's Deposit Account No. 50-0206. 



Dated: May 6, 2005 
Hunton & Williams LLP 
Intellectual Property Department 
1900 K Street, N.W. 
Suite 1200 

Washington, DC 20006-1109 
(202) 955-1500 (telephone) 
(202) 778-2201 (facsimile) 



Respectfully submitted, 



HUNTON & WILLIAMS LLP 




Starnsfaus Aksman 
Registration No 28,562 



Jeff B. Vockrodt 
Registration No. 54,833 
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Please find below and/or attached an Office communication concerning 



this application or proceeding. 



DOCKETED 
ACTION CODE : 
BASE DATE 
DUE DATE 
DEADLINE 
ATTORNrYS 



/0-6-CS" 

J- • ■•- 



PTO-90C (Rev. 10/03) 




Notice of Non-Compli 
Amendment (37 CFR 1. 

David J . Steadman i — 

S,. MUUMO BATE m. °PP"»» « • »<' ^ "" ""'7" 

^OWING MARKED «X, ITEM(S) CAUSE THE AMENDMENT DOCUMENT TO BE NON-COMPLIANT: 

□ B. New paragraph(s) should not be underlined. 

□ C. Other I 

□ 2. Abstrad;^ Qn g separate shee t. 37 CFR 1.72. 

□ B. Other . 

D 3 ffH: «~™pe* identify I in the top margin as "Replacement SheeC "New S„ee,,- or 
"Annotated Sheet" as required by 37 CFR l.iz ^a; _ elimin ated. Replacement drawings 

0 B ^^^^^^ - 37 CFR 184 are required ' 

□ C. Other. . 

fxl 4 Amendments to the claims: 

' □ A. A complete listing of all of the claims .s not presen . (including withdrawn claims) 

□ B. The listing of claims does not ^.^^J^SS^S, and as such, the individual status 
y C. Each claim has not been provided ^^^S^JSySui must be indicated after its claim 

of each claim cannot be identified. Note the sta Jus of f^nal Turrently amended), (Canceled), 
number by using one of the follow ^ amended) - 

□ E. Other: . . ?1 MPEP § 714 and the USPTO website at 



TIME PERIODS FOR FILING A REPLY TO THIS NOTICE: 



t KtKIUUO rvfM i.-..^- . 

, Applicant is given no new time perfod 

sr^c^ 

2 Appiican, is given one month, orthlrty (30, days, ^Z^^T^ 
ejected section of the norwompliant f"^™*"^'^^]^^ including a submission tor a 
amendment is one of the following: a Tup7emental amendment filed wWn a suspense 

Extensions oftime are available under 37 CFR 1.136(a) onfcif the non-complian, amendment is a non-f,na, 
i^endmentoran a-mendment filed in response to a Qvayle acuon. 

eSSSSSi amendment Is a non-tlna, amendment or an amendment 
amendment. IjTOi&SAKY BMMNH! 
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Notice of Non-Compliant Amendment (37 CFR 1.121) 



Interview Summary 



Application No. 


Applicant(s) 




09/720,096 


NILSSON ET AL 


Examiner 


Art Unit 




David J. Steadman 


1652 





All participants (applicant, applicant's repj»^pi^3TO personnel): 



(1) David J. Steadman . 

(2) JeffB. Vockrodt 

Date of Interview: 31 March 2005 . 




(3) Stanislaus Aksman . 

(4) . 



Type: a)D Telephonic b)D Video Conference 

cM Personal [copy given to: !)□ applicant 2)E3 applicant's representative] 

Exhibit shown or demonstration conducted: d)D Yes e)l2 No. 
If Yes, brief description: . 

Claim(s) discussed: Claims obiected/reiected in Office action mailed 10/01/04. 
Identification of prior art discussed: NONE . 

Agreement with respect to the claims f)D was reached. g)D was not reached. h)M N/A. 

Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any other comments: See Contin uation Sheet 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable is available, a summary thereof must be attached.) 

THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION MUST INCLUDE THE ^^^y^^^^^Kn- .c 
INTERVIEW. (See MPEP Section 713.04). If a reply to the last Office action has already been filed APPL CANT is 
GIVEN I ONE MONTH FROM THIS INTERVIEW DATE, OR THE MAILING DATE OF THIS INTERVIEW SUMMARY 
FORM, WHICHEVER IS LATER, TO FILE A STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See 
Summary of Record of Interview requirements on reverse side or on attached sheet. 



Examiner Note: You must sign this form unless it is an 
Attachment to a signed Office action. 




Examiner's signature, if required 



U.S. Patent and Trademark Office 
PTOL-413(Rev. 04-03) 



Interview Summary 



Paper No. 033105 



I fll [ MAY 0 6 2005 " 

mmary of Record of Interview Requiremeif^ \, / 



Manual of Patent Examining Procedure (MPEP), Section 713.04, Substance of Interview Must be Made of Record r . . 

A complete written statement as to the substance of any face-to-face, video conference, or telephone interview with regard to an applicatio^j^gg^s-of record in the 

application whether or not an agreement with the examiner was reached at the interview. 

Title 37 Code of Federal Regulations (CFR) § 1 .1 33 Interviews 
Paragraph (b) 

In every instance where reconsideration is requested in view of an interview with an examiner, a complete written statement of the reasons presented al £u .interview as 
warranting favorable action must be filed by the applicant. An interview does not remove the necessity for reply to Office act.cn as specified in §§ 1 .1 1 1 , 1 .135. (35 U.S.C. 132) 

37 CFR §1 .2 Business to be transacted in writing. 
All business with the Patent or Trademark Office should be transacted in writing. The personal attendance of applicants or their attorneys or a ^ n \ at n ^^ . 
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to 
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt. 



The action of the Patent and Trademark Office cannot be based exclusively on the written record in the Office if that record is itself 
incomplete through the failure to record the substance of interviews. 

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indicates he or she will do so. It is the examiner's responsibility to see that such a record is made and to correct matenal inaccuracies 
which bear directly on the question of patentability. 

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been discussed dunng the 
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction 
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the 
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required. 

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and listed on the 
"Contents" section of the file wrapper. In a personal interview, a duplicate of the Form is given to the applicant (or attorney or agent) at the 
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other 
circumstances dictate, the Form should be mailed promptly after the interview rather than with the next official communication. 

The Form provides for recordation of the following information: 

- Application Number (Series Code and Serial Number) 

- Name of applicant 

- Name of examiner 

- Date of interview 

- Type of interview (telephonic, video-conference, or personal) 

- Name of participant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.) 

- An indication whether or not an exhibit was shown or a demonstration conducted 

- An identification of the specific prior art discussed 

- An indication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by 
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does 
not restrict further action by the examiner to the contrary. 

- The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action) 

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case. It 
should be noted however that the Interview Summary Form will not normally be considered a complete and proper recordation of the interview 
unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the 
substance of the interview. 

A complete and proper recordation of the substance of any interview should include at least the following applicable items: 

1) A brief description of the nature of any exhibit shown or any demonstration conducted, 

2) an identification of the claims discussed, 

3 an identification of the specific prior art discussed, 

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the 
Interview Summary Form completed by the Examiner, 

5) a brief identification of the general thrust of the principal arguments presented to the examiner, 

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
required The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the 
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

6) a general indication of any other pertinent matters discussed, and 

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by 
the examiner. 

Examiners are expected to carefully review the applicant's record of the substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month time period to correct the record. 

Examiner to Check for Accuracy 

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner's version of the 
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, "Interview Record OK" on the 
paper recording the substance of the interview along with the date and the examiner's initials. 
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Continuation Sheet (PTOL-413) rr 

Continuation of Substance of Interview including description of the general nature of what was agreed to if an 
agreement was reached, or any other comments: Examiner suggested clarifying the term but is not capable of 
replication" in, e.g., claim 1 step (Mi) to read either "capable of DNA replication" or capable of cell rep .cation. 
Examiner suggested clarifying whether "a genetically modified strain" in claim 12 or "a bactenal strain in claim 17 is 
limited to the purine/thymidine auxotroph of claim 1 or is meant to refer to a separate > bactenal .strain The examiner 
Questioned applicants" representatives as to whether claim 17 further limits claim 1. The examiner indicated that the 
rejections of claims 12-14, 17, and 31 under 35 USC 112, first paragraph, would likely be maintained. The remaining 
claims would appear to overcome the outstanding rejections. Regarding claim 12, the examiner suggested limiting ithe 
strain to the auxotroph of claim 1 transformed with a plasmid comprising a specific nucleic acid sequence i.e., SEQ ID 
NO- encoding an ATPase. The examiner suggested incorporating the amendment of, e.g., claim 1, into claim 31. 
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